NMUCTOK-BKNAALIW: NHOOPMALNA ANA NAUMEHTA

dactym® renb, 2,5%-Hblf renb
[efcreytollee BELECTBO: B 100 r rens cogepxutca 2,5 r keTonpodeHa
Tenb ANS HAPYXKHOrO NPUMEHEHIS

Mepea HaYanom NPUMEHeHUs AaHHOrO NeKapCTBEHHOTO npenapaTa BHUMAaTENbHO
MpouTMTE BECh NIUCTOK-BKNAaAbILL.
. CoxpaHuTe 3TOT NIMCTOK-BKNaAkILL. BO3MOXHO, Bam noTpebyeTca NpodnTaT ero cHoBa

. [aHHblA NekapcTEeHHbIR npenapat nponucan Bam. He nepegasanTe ero ApyruM nuuam.

370 MOKET HAHECTU UM Bpe[, AaXe ecrnin CUMNTOMbI UX 3abonesaHnsa coeBnagatoT C
Baiunmi.

anNTEKW.

. Ecnuy Bac nosssaTcs aansHeudlne BoNpocsl, oBpaTuTech k Bpady unn paboTHUKY anTekw.

+ [pu BOSHUKHOBEHWW CEPLESHBIX noBouHbIX ASHCTBUA K N0BbIX NOGOUHBIX felcTeni, He
ONUCAHHBIX B 48HHOM NUCTKE-BKNaAbILWE, COOBLLMTE 06 3TOM CBOEMY Bpady wnn paboTHwKy

CopepxaHue nNucTKa-Bknaabllia:

Uro npeacTaBnseT cobont dactym® renb 1 ANA Hero oH npeaHasHayeH
Uro credyeT 3HaTb nepea npuveHeHnuem npenapara dactym® rens
Kak npumeHaTe npenapat ®actym” rernb

Kakue BO3MOXHbBI NoBoYHbIE AENCTBUA

Kak xpaHuTb npenapar dactym® renb

Mpodas nHdopmaLa

o0 W=

1. YTO NPEACTABNAET COBOV ®ACTYM® FENb 1 ANA YErO OH NPEOHA3HAYEH

dacTym® renb CoOAEPHUT neKkapcTBEHHbLIN Npenapar, Ha3bIBAEMbIVE KETONPOMEH, Y
NPUHAANEXWT K rpynne npenapatos rod HassarHnem HecTepouaHbIe
NPOTUBOBOCMANUTENbBHEIE CPEAcTBa (HMBC). 311 npenapaTbl yMEHbLIAKOT BOCANEHUE U
Honesble oWy eHns.

{DaCTYM@ rens NpumeHseTca AnA MECTHOTO NeYeHns npn DonsxX B MblWLAX, KOCTAX NN
cycTasax pesmMaTu4eckoro unu TpaBmaTU4eckoro l'lpOMC)(O)K,CLeHVlH'. Hanpumep, Npu yLum6ax,
PACTAKEHUAX CBAZOK, PACTAKEHWAX MbILWL, PUrMAHOCTU MbIWL wen, nombaro.

®acTym® renb cneayeT NPUMEHATE TONBKO Y B3POCNBIX Uy neten ctapwe 12 ner.

2. 4TO CNEAOYET 3HATbL NEPEA NPUMEHEHWEM NPENAPATA ®ACTYM® FENb

He ucnonb3ayure dactym® rent 1 coobwnte Bpayy:

« Ecnv B npownom y Bac nmeny MecTo KOXHble NPOABNEHWA anneprav Ha keTonpodeH,
ThanpodeHoBYO KUCMOTY, heHopuBpaT, YP-Onokatopbl v napdoMepHble NPOAYKTbI.

« Ecnv B npownom y Bac umenu Mecto peakuiu doToceHenbunusauui.

o Ecnuy Bac nosbllueHa HyBCTBUTENBHOCTD (anneprus) k AeNCTBYOWEMY BEWECTBY
KkeToNpPoeHy UNn Kakum-niGo Apyrum KomnoHeHTam dacTym® rens (nepedeHs BCex
KOMMNOHEHTOB CM. B pasaene 6 «lpoyas VHChopMaLna»),

« Ecnuy Bac nosbiligHa YyBCTBATENBHOCTD (anneprun) K TnanpodeHoBON KUCIOTE,
derodbrbpaTy, aLeTUNCANMUUIOBOA KNCAOTE, UHOMY ‘Hﬁﬁ@@’mg,g,wﬁ.ynmmigny)umggﬁ}
noBomy NekapcTeEHHOMY npenapary, Hp&ﬂHaSHBHEHéDm,yiQ'g}_ﬁL‘Q@gg MEHNA, SO NN
cHaTWa Bocnanerus. K cuMnTomam anieprim OTHOCﬂ.Cgk'.mggﬂq?ﬁ_%i 2Hue (acm§§_,
BbIENEHVA 13 HOCa (PUHUT) unn 3yasuias ceilb (KparélAE(b;a@Hél______w Spi=i N e

Diite wﬁj:ﬂ /f .

! /.-;3'?5;/1 ¢

Appliceny

8% v o 1606 15

-

-
&

i

=



« Bo BpeMsa NeyeHns refem v B Te4eHne 2 HejlenNb NOCNe ero NpekpawieHns Te y4acTku
KOMU, Ha KOTOPLIE HAHOCUTCA Npenapar, He AOMKHbI NoABePraThCa BO3AENCTBUIO
COMHEYHbIX Nyden unn Y®-usnydeHust Conapues.

o Tenb He cnegyeT NPUMEHATL HA YYacTKax KOXW, rae UMEerdTCs NPU3HaK Nopax;eHus,
HanpuMmep, aKk3ema, akHe, MHDEKLUMOHHBLIA NPOLECC UK OTKPLITEIE PaHb!,

o Tpetwit TpumecTp BepemeHHocTu (cm. pasgen 4.6)

[Py BOZHUKHOBEHUN KAKNX-NNBO KOXKHBIX PEaKLNA NpUMeHeHne dactym® rens cnegyet
HeMeANEHHO NpexpaTuTh, B TOM YUCne Npy passuTN KOXHbIX Peakuuin, CBS3aHHbIX C
COBMECTHBIM NPYMEHEHNEM Npenaparta U NPoAyKTOB, COAEPKALLNX OKTOKpUNEH (OKTOKPUNEH
— 370 KOMNOHEHT HEKOTOPBLIX KOCMETUYECKNX U TUTMEHUHECKUX MPOAYKTOB, oOnaaatoLmnx
cBoNCTBaMY 3afepiku (DOTOCTapEHUS, Takux Kak WamMnyHwv, reny nocne 6putes, renv 4nga
Aywa, kpema Ans Kok, ryGHble nomaasl, Kpema And 3amenerHuns cTapeHusn, CpeacTea Ans
CHATWA Makusihxa, cnpen Ansa BoaocC).

OcoBbie Mepbl NPeAoCTOPOKHOCTU NPU NPUMEHEHUN ®acTym® rena:

» Ecrnvy Bac umeeTcs cHukeHve dyHKUMK cepalia, NeyveHn unm novex, coobLinte 06
3TOM Bpaydy 40 MpUMeHeHns Pactym® rens: umenn MecTo coobLieHNs 06 OTAEMbHbIX
Cy4asnx pasBUTHA CUCTEMHbLIX HEXENaTeNbHbIX PeaKkUni, CBA3aHHbIX ¢ NOPaXeHNEM
noyexk.

o [Ipv BO3HUKHOBEHUM CbINW NpUMeHeHue DacTym® rensa cneayeT NpekpaTuTb.

o Ecnv nosBunuck Kakue-nubo KOXHbIE peakuyy, BKNoYaa KoXHble peakunn nocne
COBMECTHOIO NPUMEHEHWUS NPOLYKTOB, COAEPKALLMX OKTOKPWUINEH, NneHeHne cneayer
HEMEANEHHO NPEKPaTUTb.

o  ®actym® renb He crneayeT HAHOCWTL Ha BOCMANEHHYIO, MOBPEXAEHHYIO UMK
NHMO UL (goeaHHyro KOMXY.

«  Qactym renb He cnep,yeT HaHoGWTb B6NW3V rNas, pTa, Ho3APen, B aHanbHOM 1 NONOBOW
obnacrax.

« He criegyeT NpUMEHSATL B COYETaHUN € BO3AYX0- ¥ BOAOHENPOHULI@eMbIMU NOBAZKAMU
(T. e. oBracTb NpUMeHeRNs He cnegyeT bunToBaTth, 06epThIBaTL UNK 3aKpbiBaTL
NOBA3KAMY, B KOTOPbLIX UCNOMb3YETCs NEPEBA3OHHbIN MaTepuan 1s nnacTuka)

Y nauneHToB, CTpadaroliMx acTMON B COMETaHUM C XPOHUYECKM PUHNTOM, XPOHUYECKNM
CHHYCWUTOM, W/NW NONUNAMU HOCA, UMEET MecTo Bonee BLICOKWIA PUCK PasBUTUA annepriy
Ha acnupuH n/unu HNBC, yem y apyrux rnioaen.

He cnenyer npesuillaTh PEKOMEHAOBAHHYIO ANUTENLHOCTL NeYEHNS B CBA3N C PUCKOM
Pa3BUTUS C TEUEHNEM BPEMEHUW KOHTAKTHOrO AepMaTiTa U peakunii hoToceHcnonnuaaumm.
MecTHoE NpuUMeHerue BonbLWnX KONUHECTB NPoaYKTa MOryT NPUBOANTL K BOSHUKHOBEHWIO
CUCTEMHBIX 3DAEKTOB, TAKNX, KaK TMNep4yBCTBATENBHOCTL U acTMa.

NeTn: 6e30NacHOCTL ¥ 3 PEKTUBHOCTL rens KeTonpodeHa y AeTeun He U3ydeHa.

3awnTa oT CONHEeYHbLIX Nyvyen u congapuen

Mput BO3AEUCTBAN COMHEYHBIX MyYel (Aaxe pacCceaHHoro CBeTa) unu ynbTpaprnoneTosoro
WINYYEHWA Ha TEX yMacTKax KoKW, Ha KOTOPble HaHOCUTCA ®acTym® renb, MOryT passuTLCS
NOTEHUMANEHO TSHKENLIE KOXHbIE peakumu (poToceHenbnninsaums). B ceasn ¢ 3TUM
HeobxoaumMo:

- Ha npoTsKeHUn NedeHys renem u B TedeHue AByX HeAenb Nocre ero NpekpaweHns
NPUKPLIBaTL OAEKAOW Te aBnacTi, Ha KOTOpPbIE HAHOCUTCA NPOAYKT — BO n3bexaHve
pasBUTUS POoToCEHCUMBNIUIALNN KOXMN.

- TwarenbHo MbITb PYKWU MOCNE Kaxoro HaHeCEeHUA dactym® rens.

i EAPEATISE AFIER A ?\UE G EMIL GABRIELY AN » JEL
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Bo BpeMs neYeHus U B TedeHue 2 Hefiene Nocne ero npekpaLeHns Te obnactu,
Ha KOTOpbIE HAHOCUTCA MPenapat, He AoMKHbLI NOABEPraT-Ca BO34ENCTBUIO
COMHEYHBIX NyYeln nnu YO-nanydeHus Conapnes.

-

MpuMeHeHWE COBMECTHO C APYTUMHA neKapcTBEHHLIMU CpeACTBaMU

Ecnu B HacToALEe BpEMS UK B HEAABHEM MPOLUNoM Bbl npuHumMani gpyrve
nekapcTBeHHLIE CPeACTBa, B TOM YUCNE aHTukoarynaxTel, npuHUMaeMble BHYTPb (nexapcTea
ANs PadKUIKeHUs kpoBw), coobuiuTe 06 3TOM BpaYy UNY PaboTHUKY anTekn. 370 Taike
KacaeTcsi NEKAPCTBEHHLIX CPEACTB, OTNyCkaeMbIX Gea peuenta. [laHHoe TpebosaHne
CBA3AHO G Tem. uTo dacTym® renb MOXeT OKasbliBaTb BNNAHWE Ha NENCTBNE APYrUX
npenapaToB. Kpome TOro, HeKCTOpbIE APYrvie nekapcTBeHHble CPEeACcTBa MOryT OKkasbleaTb
BNWAHWE Ha AeWCTBUE dactym® rens.

MpumMeHeHue Npy 6epeMEeHHOCTU 1 B NePUOA KOPMIEH WS rpyakk
He nprMeHsTb npu GepemeHHOCTU v B NEPUOA KopMIeHUA rpyabto. 370 MOXET OTPasuTbCs
Ha 3popoBbe pebeHka.

CnocoBHOCTbL YyNPaBndaTb aBTOTPAHCNOPTOM U 0BCNYKUBaTh MEXAHU3MEI
®acTym® renb He BAUSET Ha CrocobHOCTL yNpasnaTe aBTOTPAHCMOPTOM W oBCnyxvBaTe
MEXaHW3Mbl.

3. KAK MIPUMEHATL MPEMAPAT ®ACTYM® MENb

dacTym® renb He0BX0AMMO NPYMEHSTE COTNAcHO CNeayownM UHCTPYKLMAM:
« TyBa: OTBMHTUTL KCANAYOK W NPOKONOTL ANKOMAHUEBYHO memBpaHy ocTpreMm,
HaXOASLLMMCA Ha oBpaTHOW CTOPOHE Konnayka.

o .

e [lozaTop HACOCHOIo TANA: Npyu NEPBOM Y“cnonb3oBaHun cneayeT HECKOMBbKO pas3
Ha[aBWTb Ha KONNa4ok gosartopa wnn Ha OCHOBaHMe eMKOCTK 40 NOABIIEHNSA rend. ﬂpM
VCroNb3oBaH A03aTOP PEKOMEHAYETCA oepxaTb B ropu3oHTanbHOM NONOXeHNA.

— e

Kakoe KOMWYECTBO refsi UCNoNkL3oBaTk U Kak 4acTto
BbiA@BuTe NONOCKY rens AnvHown 5-10 cm vny 2 pasa HaAaBuTe Ha konnavok AosaTopa (2r).
[laHHOoE KONUUECTBO rens crneayeT HaHoCUTh Ha nopaxeHHyto obnacte 1-3 pasa B AeHb.

Kak n Ha kakne o6nacTu HAHOCUTL ®actym® resib

. ®acTym® renb NnpeaHasHaveH ToMbKO AN HAPYXHOro NpUMEHEHWA,

. PacnpegenvTe renb Ha NOPaXeHHoW 0bnactu nerkumn MaCCaXKHbIMU ABVHKEHASMU.
« [ocne HaHeceHus cpasy BLIMONTE PYKW. f e
« He cneayert ncnonb,308ath CIALIKOM bonblne |<onv1L{ecm‘é“ﬁé‘ﬂH’drb“fﬁexs/pmaewsommcu
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Ecrv 3aBonesanue neproauyeckn obocTpaeTes unm Bbl 3aMeTUNU B TedeHne sabonesarHna
kakue-nuBo UsmMeHeHusa, obpaTuTeCs K Bpady.

Ecnuv UCMONb30BaHO CNNLWKOM 60NkIIoe KONUYECTEO dactym® rens

Mpy HapyKHOM NpUMEHEHU! dacTym® rens (Ha koxe) B kpoBb nonafacet oueHb HebonbLloe
ero KOMVHecTBOo. MoaToMy 04EHb MANOBEPOSTHO, HTO nepeaoauposka ByaeT
CONPOBOXAATLCS KakuMu-N1oo NPOABNEHUAMM.

Ecnwn y Bac nmetotcs elle kaKkue-nu6o BONPOCHl NO AaHHOMY npenapaty,
POKGHCYMBTUPYATECH C MevaLlnm Bpasiom Unu paboTHWUKOM anTeku.

4. KAKVE BO3MOXHbI NOBOYHBLIE AENCTBUA

Kak v nroGoi apyron nekapcTBEHHbBI Npenapar, dactym® rens MoxeT obnaaate
M0BOYHBIMA AeNCTBUAMIA, XOTA OH1 HabNIoARIOTCA HE Y BCEX NaUNEHTOB.

Kak v B cnydae MecTHOro NnpumeHeH1s M6 LIX NekapcTBEHHEIX NPenapaTos, MoryT
Pa3BMBATLCA KONHbIE annepruieckne peakiun. B oueHb peakux crydanx npn BO3AENCTBUN
CONHEYHbIX Ny4el Ha 0BnacTs HaHECEHNA ®acTym® rens MoryT BOSHUKATE BbIPAHEHHBIE
kosKHble peakiuun. Coobuianock 0 NoKarnbHbLIX KOYHBIX PeaKkuusax, KoTopble BNOCNEACTENN
MO BbIXOAUTS 38 NPEAEnsl yHacTka Hanecenus npenapara. K peakvm ABneHnam
OTHOCATCA cryyaun Gonee BblpaxeHHbIX peakunil, Takux kak oynnesHas uim
hnvKTEHYNe3Han aksema, CROCOBHbBIX pacnpocTpaHsTeCa v npuobpeTaTs
reHepanu3oBaHHbIA XapakTep.

[pyrve cucTemrble 3cpdexTsl MPOTUBOBOCNANUTENBHBIX nexapcTBEHHbIX NpenapaTtos
(rmnepquCTBmeanoC‘rb, GBMEHVA CO CTOPOHBI XenyAoHHO-KULLIEYHOTO TpaKTa v no4ex)
3ABUCAT OT MPOHUKAOLLEN CNoCoBHOCTY AeicTayoWero KOMNOHEHTa Hepes KOMY U,
creaosatenbHo, OT KOIM4ecTea HaHeceHHoro rena, nnowaan oBpaboTaHHoN NOBEPXHOCTH,
LIENOCTHOCTU KOXHbIX MOKPOBOB, ANUTENBHOCTY NEeYeHUA N NPUMEHEHAA OKKITHO3NOHHbIX
MOBHA30K.

C MOMEHTa NOCTYNMNEHUA Ha PbIHOK cooBLanoch 0 CeAyoLInX NOBOHHBIX pevicrausx. OHu
yKasaHbl MO opraKam 1 cucTeman opraHos 1 knaccuPuurposaHbl B COOTBETCTBUM C
4ACTOTOM BO3HWUKHOBEHWA. O4EHbL HacTo (oT 10% W BbiWe), HacTo (oT 1% Ao 10%), nHoraa
(07 0,1% Ao 1%), peako (o7 0,01% Ao 0,1%), odeHb peako (MeHee 0,01%), Brstodan
oTAenNbHblE CyYan.

Ecnu Bol 3ameTunu noAasneHue KaKoro-nuGo n3 NepeynCIIeHHbIX HUXKE noBoUHbLIX
[eWcTRUA, HEOBXOAUMO NPeKpPaTuTL ucnonk3oBaHve dactym® rensi u coobwUTL 0b
3TOM Bpady:

[ [ Wnorpa | Peako | OueHb peako
HapyuweHusa co mHaq)mnaKmquKme |
CTOPOHDI peakumu, peakuum
UMMYHHOM CUNEPYYBCTBUTENBHOCTA
CUcCTEembl

HapylueHus co \ \
CTOPOHbI

Wenyno4HO- \
KWlie4HOro TpakTa | |

MenTundeckan A3Ba,
KENYAOHHO-KNLLIEHOE
kpoBOTEYEHWUE, ANapeA

HapytieHus co dputema, Peakunn | KodTakTHbli gepmatnt, |
CTOPOHBI KOXU U 3yL, 9K3EMAa, cdoToceHcnbunuaaun s cBHINOHEBPATNHE G rscnnskoor
NOAKOXKHO- ouyuieHve BynnesHbi AepmaTti ,zrllzﬁiﬁal.’h:-_;r e f( i BRI A Jei
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| MOYeBbIBOAALUX ' noYeyHom
nyTen | | | HegocTaTO4YHOCTH

l| CTOPOHBI [ ANCPHYHKLIMKW nnn J'

Moxunble nauveHTsl 6onee noABep KEHbI NOSBNEHNUIO noBoYHbIX peaKuMM Ha HecTepougHble
npoTvBoBOCNaNUTENbHbLIE CPeACTBa.

CoBnioaeHE NHCTPYKLIMIA, M3NOXEHHBLIX B I@HHOM NUCTKE-BKNAAbILLE, CHUXEET PUCK
nossneHns NoBoYHbIX AeNCTBUN, B LenoM, noGovHble AENCTBINR HOCAT BPEMEHHbIN
xapaktep. OAHaKo NPV KX BO3HUKHOBEHW PEKOMEHAYETCA 0BPATUTLCS K Bpady Mni
paboTHWMKY anTeku.

HeoBxoanmo coobilaTh Bpayy Wnn paboTHUKY anTekn o NosBneHUn NioBsiX NOBoUHbIX
OeACTBNA, HE ONWCaHHbBIX B JaHHOM NWUCTKE-BKNaabILWe.

5. KAK XPAHWUTb MPEMAPAT ®ACTYM® I'Eflb

XpaHuTb B HEAOCTYNHOM Ans aAeTen mecre!

K ycnoeusm xpaHeHna aaHHoro npoaykta Tpebosaruii He NpeAbABAseTCS.

He ucnonbaynre Q)acwm® refb NO UCTEYEHUWN CPOKAa rOAHOCTW, YKa3aHHOro Ha ynakoBke v
TyGe/Ty6e ¢ gosaTtopom. [JaToi ncTedeHuns cpoka ro4HoCT ABNASTCA nocneaHuih geHb
ykaszaHHoro mecsua.

BaskHo, 4ToBbI MHbopMmaLvs o npenapate Gbina Bcerna AoCTyrnHa, NosToMy HeobXoAVMO
COXPaHNTL YNAKOBKY W AaHHbIA MUCTOK-BKNaAbIL.

[JaHHbIN NexapcTBEHHbIV NpenapaT He credyeT BbiOpacbiBaTh B KaHAaNN3aLuio v ¢
HbITOBBIM MyCOPOM. [TPOKOHCYNETUPYATECH G pabOTHUKOM anTekn O TOM, KaK yTUIM3npoBaTs
HEHYXKHbIE NEKAPCTBEHHbIE Npenaparsl. ITW Mepbl NOMOratoT B fene 3aLinTol OKpyKaroLen
cpefdbl.

6. MPOYAA NHOPOPMALIUA

YTo coaepknTcs B npenapare dactym® rens

[encTayolWMM BELLECTBOM Npenapara AaBnaeTcsa KeTonpomeH.

KoHUeHTpauus ketonpodeHa B Pactym® rene — 2.5 %.

Kpome Toro, B HEM COAEPKATCHA CNEAYIOLINE KOMMOHEHTBI: Kapbomep, aTaHon, Macno
HEPONWEBOE, MACNO NaBaHAVHOBOE, TPUATAHONAMUH, BOAA OYWLUEHHAsA.

YcnoBua oTnycka
[aHHbI NpenapaT oTnycKkaeTcs rno peuenty.

BHewHWW BUA npenapara ®acTym® renb 1 copep*nMoe ynakoeku
<DaCTyM® reflb — 3T0 6eCLUBETHBIA UK NOYTU NPO3PAYHLIA refb BA3KOW KOHCUCTEHUNW C
apoMaTHbIM 3anaxoMm.

PacTtym® renb NPeAcTasneH ynakoBkami, B KOTOPbIX COAEPXKATCA CneAyioLne KonnJecTea
npenapata: Ty6bi no 20, 30, 50 vunu 100 r unv Ao3aTop HacocHoro Tuna Ha 100 T.

B npogaxe MoryT HaxoAnTbCA yNaKoBKN HE BCEX pasmepos.
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PACKAGE LEAFLET: INFORMATION FOR THE USER

Fastum® Gel 2.5% gel
Active ingredient: 100g of gel contain 2.50 g ketoprofen

Gel for external use

Read all of this leaflet carefully before you start taking this medicine.

+  Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor or pharmacist,

+ This medicine has been prescribed for you. Do not pass it on to others. It may harm them, even

if their symptoms are the same as yours.

- Ifany of the side effects gets serious, or if you notice any side effects not listed in this leaflet,

please tell your doctor or pharmacist.

In this leaflet:

1. What Fastum® Gel is and what it is used for
2. Before you use Fastum® Gel

3. How to use Fastum® Gel

4. Possible side effects

5. How to store Fastum® Gel

6. Further information

1. WHAT FASTUM® GEL IS AND WHAT IT IS USED FOR

Fastum® Gel contains a medicine called ketoprofen and belongs to a group of medicines called
Non-Steroidal Anti- Inflammatory Drugs (NSAIDs). These reduce inflammation and relieve pain.
Fastum® Gel is used for the local treatment of rheumatic or traumatic pain in the osteo-articular

and muscular system: contusions, sprains, muscle strains, stiff neck, lumbago.

Fastum® Gel should only be used by adults and children over 12 years of age

2. BEFORE YOU USE FASTUM® GEL

Do not use Fastum® Gel and tell your doctor if:
» you have a history of skin allergy to ketoprofen, tiaprofenic
perfumes

* you have a history of any photosensitivity reaction
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+ you are hypersensitive (allergic) to the active substance ketoprofen or any of the other
ingredients of Fastum® Gel | (see Section 8, "Further information” for a list of other ingredients)

» you are hypersensitive (allergic) to fenofibrate, tiaprofenic acid, acetylsalicylic acid, other NSAIDs
(eg ibuprofen) or any medicines for pain relief or inflammation (allergic symptoms are wheezing
(asthma), runny nose (rhinitis) or an itchy rash (hives))

+ Do not expose treated areas to sunlight or UV light from solarium during the treatment and the 2
weeks following its discontinuation.

+ The gel should not be used on pathological skin changes such as eczema or acne: or in
infectious skin or open wounds.
» third trimester of pregnancy (see section 4.6)

Stop using Fastum® Gel immedediately if you experience any skin reaction including cutaneous
reactions after co-application of octocrylene containing products (Octocrylene is one excipient of
several cosmetic and hygiene products such as shampoo, after-shave, shower- and bath-gels, skin
cream, lipsticks, anti-aging creams, make-up removers, hair sprays in order to delay

photodegradation.)

Take special care with Fastum® Gel

« If you have reduced heart, liver or renal function:, talk to your doctor before using Fastum® Gel:
isolated cases of systemic adverse reactions consisting of renal affections have been reported.

o Stop using Fastum® Gel if rash appears

« Treatment should be discontinued immediately upon development of any skin reaction including
cutaneous reactions after co-application of octocrylene containing products

» Do not apply Fastum® Gel to sore, broken or infected skin

+ Do not use Fastum® Gel near the eyes, mouth, nostrils, anal and genital regions

+ Do not use with an air-tight or water-tight dressing (i.e. do not bandage, wrap, or cover the area

with a plastic dressing)

Patients with asthma combined with chronic rhinitis, chronic sinusitis, and/or nasal polyposis have
a higher risk of allergy to aspirin and/or NSAIDs than the rest of the population.

The recommended length of treatment should not be exceeded due to the risk of developing
contact dermatitis and photosensitivity reactions increases over time.

The topical use of large amounts of product may give rise to systemic effects such as

hypersensitivity and asthma.
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The exposure to the sun (even hazy) or to UVA of areas in touch with Fastum® Gel can induce
potentially serious cutaneous reactions (photosensitisation). Therefore it is necessary to:
- protect treated areas by wearing clothing during the treatment and for two weeks after its
discontinuation to avoid any risk of photosensitisation.

- wash your hands thoroughly after each application of Fastum® Gel

Do not expose treated areas to sunlight or UV light from solarium during

treatment and the 2 weeks following discontinuation.

Taking other medicines

Tell your doctor or pharmacist if you are taking or have recently taken any other medicines, e.g.
oral anticoagulants (blood thinning medicines). This includes medicines you can buy without a
prescription. This is because Fastum® Gel can affect the way some other medicines work. Also,

some other medicines can affect the way Fastum® Gel works.

Pregnancy and breast-feeding

Do not use if you are pregnant or breast-feeding. It may affect your baby.

Driving and using machines

Fastum® Gel should not affect your ability to drive and use machinery.

3. HOW TO USE FASTUNM® GEL
How to apply Fastum® Gel
It is important to use Fastum® Gel as directed:

» tube: unscrew the cap and pierce the aluminium seal with the point in the top of the cap.

» pump dispenser: when using the pump dispenser for the first time, press the top of the dispenser

several times or push the bottom until the gel is released). Keep the dispenser in a horizontal

position during use (see the pictures below). WOCIENTIFIC CENTAE OF DRUD AHD HENICAL YECRNILLG
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When and how much to use

Apply a stripe of gel 5-10 cm long/ 2 pushes of the pump dispenser (2g) to the skin of the affected
area 1 to 3 times daily.

How and where to use Fastum® Gel

» Fastum® Gel is for external use only

+ Gently massage the gel on the area you need to treat
o Wash your hands immediately after use

» Do not use too much of this medicine.

How long should you use Fastum® Gel for?
Use Fastum® Gel only for brief treatment periods.

Consult the doctor if the disorder recurs repeatedly or if you have noted any recent changes in its
characteristics.

If you use more Fastum® Gel than you should
When Fastum® Gel is externally applied (on the skin) very little reaches the blood. For this reason
overdose effects are most unlikely.

If you have any further questions on the use of this product, ask your doctor or pharmacist.

4. POSSIBLE SIDE EFFECTS

Like all medicines, Fastum® Gel can cause side effects, although not everybody gets them.

As for other medicaments for topical use, allergy skin reactions may occur. In very rare case

Fastum® Gel can cause severe skin reactions during an exposure of the treated area to the sun

light. Localised skin reactions which might subsequently spread beyond the area of application

have been reported. Cases of more severe reactions such as bullous or phlyctenular eczema

which may spread or become generalized have occurred rarely.

Other systemic effects of anti-inflammatory drugs depend on the transdermic spreading of the

active ingredient and hence on the amount of gel applied, on the surface involved, on the degree of

intactness of the skin, on the duration of the treatment and on the use of occlusive bandaging

(hypersensitivity, gastrointestinal and renal disorders).

Since marketing, the following adverse reactions have been reported. They have been listed

according to classes or organ and systems and classified according to their frequency and the

following classification; very common (equal to or above 10%): ¢8iiGH TEAYHE BEIWEEHR"1% and
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Stop using Fastum® Gel and tell your doctor if you notice any of the following side-effects:

Uncommon Rare | Very rare 4'
Immune system | Anaphylactic |
disorders reaction, '
Hypersensitivity
reaction
Gastrointestinal Peptic ulcer,
disorders Gastrointestinal
bleeding,
Diarrhoea
’?kin and Erythema, Photosensitivity Dermatitis
subcutaneous Pruritus, Eczema, | reaction, contact,
tissue disorders Burning sensation | Dermatitis Angioedema
| ‘. bullous, Urticaria
Renal and urinary | Renal failure or
disorders insufficiency
‘ aggravated

Elderly patients are particularly susceptible to the adverse effects of non-steroidal anti-
inflammatory drugs.

Compliance with the instructions inserted in the patient package reduces the risk of undesirable
effects.

These undesirable effects are generally transitory. However when they occur it is advisable to
consult the doctor or chemist.

It is important to inform the doctor or chemist of the appearance of any undesirable effects not

described in the patient package insert.

5. HOW TO STORE FASTUM® GEL

Keep out of the reach and sight of children.

No storage condition is required for this product.

Do not use Fastum® Gel after the expiry date which is on the carton and tube/dispenser. The
expiry date refers to the last day of that month.

It is important to have the information about the product always available, so keep both the box
and the patient package insert.
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6. FURTHER INFORMATION

What Fastum® Gel contains

The active substance is ketoprofen.

Fastum® Gel contains 2.5% ketoprofen.

The other ingredients are carbomer, ethanol, neroli essence, lavandin oil, triethanolamine, purified
water.

Prescription status
This medicine is available with medical prescription.

What Fastum® Gel looks like and contents of the pack

Fastum® Gel is a gel of mucilaginous consistency, colourless or aimost transparent, with an
aromatic odour.

Fastum® Gel is available in the following pack sizes: 20, 30, 50 or 100 g tube and 100 g pump
dispenser,

Not all pack sizes may be marketed.

Marketing Authorisation Holder

A. Menarini Industrie Farmaceutiche Riunite s.r.l. | via Sette Santi 3, Florence.

Manufacturer

A. Menarini Manufacturing Logistics and Services s.r.l., stabilimento di produzione via Sette Santi,
3 - 50131Firenze. ,
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